JEKJIAPALIUAST O COOTBETCTBUUA

JEKJIAPAHT, IPHHUMAIOUIHI JEKJIAPAIIHIO O COOTBETCTBUH

AO "ThakcoCumumKnsiin Tpetiouna"

Ceedenun o pecuempayuu opzanusayuu: Mesicpationnas uncnexyus ®edepanvnoii nanozo06oi cayaicbur Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, kopnye 4, amaoic 3, nom. XV, komuama 1.
Tenecpon:8(495)777-89-00.

B nuye: I'enepanonorii oupexmop Buwnuyruit J{.A.

Hosepennoe nuyo: Kysneyos A.A., doeepennocms 60-13.09.2018 om 13.09.2018 2.

3ASBJBIET, UTO

nexapecmeennoe cpedcmeo: Puuxcomud, asposons Ous uneansyuil dosuposannviii 125 mre/doza 60 dos,
UH2ANAMOPbI, OCHAUEHHbIE QO3UPYIOWUM YCMPOUCMEOM ¢ 3aupumnbiv koanaukom (1), nauxu xapmonnwie, PY
Ne IT N0O15734/01 om 18.05.2009 (dama samens: 28.11.2017) ewidano 340 "ThaxcoCymumKnniin Tpetiounz",
cepua E84V, napmus 14444 ynaxosox, 20den do 11.06.2020, npouseodcmesa Ihaxco Banikom C.A., Henanus,
Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, ko0 OKIT/[2
21.20.10.254, koo TH B3] 3004320009, Jlucmpubsiomop. coznawenue 6/n om 01.01.2013, unsoiic Ne
4205199753 om 02.10.2018

COOTBETCTBYET TPEBOBAHUSIM
11 N015734/01-281117

JAEKJIAPAITUSA ITPUHSITA HA OCHOBAHUU
npomoxon ucnstmarnuii Ne 6407 m om 17.10.2018 HIT OO0 HI] "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI140, Cepmugpuxam POCC ES.dMO08.C25375 om 18.10.2018

I[ATA IIPI/IHHTI/UI JAEKJIAPAITUH 19.10.2018
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“w” CBENEHMS O PETHCTPAITAN

OPTAH IO CEPTH®UKAIIUH, BAPETUCTPUPOBABUINNA JIEKJIAPAIIMIO

RA.RU.11PMO8 OPI'AH ITO CEPTH®HKALIHH ITPONYKI[HH OFILI[ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIS KAYECTBA",

aopec opzanusayuu: 115280, 2. Mocxkea, yn. Macmepkosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmudcpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ¢e6-
caium. oykK.pg.

AEKJAPALIISL O COOTBETCTBUM 3APETUCTPHPOBAHA N2 POCC RU J-ES.®M08.A.04553/18

///y/ Junenko MU.B.

TOANHCH Pykosoaurens OC




CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATINSA

Flixotide Inhaler 125 pg/ 60 doses

®nukcoTua® aspo3onb ANs UHransauWi Ao3¥poBanHHbIn 125 mrr/posa
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Glano Wellcome, SA.
Avda. Extremadura, 3

PRESENTATION: finished pack

09400 ARANDA DE DUERQ

Burgos - ESPANA/SPAIN

T +34 947528700
F +34 947 52 98 00

Fluticasone propionate per actuation)

KONMYECTBEHHOE OMNPEAENEHUE
ONTYTUKASOHA MPOMUOHATA B
AO3E

o7 99 go 121 mkr (90 — 110% oT yenesoro
copeparnsa 110 mkr)

Bua npogykra: roroBbii Npoayir (noTpeburtenbekasn ynakoska) wiww.gsk.com
Supplier Code: 60000000002617
Batch N°: EB4V
Cepusi Ne:
Date of Manufacture: 12-06-2018
Dara uar.:
Expiry date: 11-06-2020
lopeH po:
TEST RELEASE SPECIFICATIONS RESULTS
TECT CNEUNPUKALINA PE3YJIbTAT
Metal can with concave base fitted with a
metering valve
MeTannuyeckuii UHransaTop C BOrHYThIM
DESCRIPTION OCHOBaHWEM U C 4O3VPYIOLLIUM
YCTPOWCTBOM, CHab)KEHHbIN MYHALWTYKOM. Complies
OMNMCAHUE MNoBepxHOCTL UHransaTopa W KnanaH He
[OMKHE! UMETb BUAVMbIX AS(EKTOB.
Cogep)xumoe nHranaTopa npeacrasnaet
coboit Genyto unu no4TK Benyto cycneHanio.
IDENTITY TEST BY IR Complies with the test
noanMHHOCTb KK- Complies
| CMEKTPOCKOMNWA B cooTBeTCTBIM C TECTOM
IDENTITY TEST BY HPLC Complies with the test = |'
MOONMMHHOCTb B3X omplies
B cooTBeTCTBUM C TECTOM
CONTENT OF FLUTICASONE
PROPIONATE PER ACTUATION
DELIVERED THROUGH THE 99 - 121 pg
AGTUATOR, GOMBINGD BEGINNING (90 - 110 % of ex-actuator target of 110 ug)
AND END OF USE (Mean content of ° 9 Ho ok

Suppler Code: 60000000002617
Batch: E84V
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Registro Mercantil de Burgos,
Tomo 473, Libro 264, Folio 143
Seccion B - Hoja BU-8891

Inscripeion 2

N.LF: A-0B250888

Sociedad Unipersonal

P. Industrial Allendeduero

Av. Extremadura, 3

09400 Aranda de Duero (Burgos)




Glaxo Wellcorne, S.A.

Avda. Extremadura, 3

09400 ARANDA DE DUERO
Burgos - ESPANA/SPAIN

T +34 9475207 00
F +34 947 52 88 00
www.gsk.com

CONTENT OF FLUTICASONE

PROPIONATE PER ACTUATION o
DELIVERED THROUGH THE Complies with the test
ACTUATOR, COMBINED BEGINNING Complies

AND END OF USE (Content Uniformity) &
COOTBETCTBUN C TECTOM

OOHOPOHOCTb JO3MPOBAHUS

MEAN FINE PARTICLE MASS BY
CASCADE IMPACTION (SUM OF

STAGES 3,4, and 5) Not less than 35 g

51
PECTUPABENbHAS OPAKLIVS], BIXX, HE MeHee 35 MKr.
KACKALHbIVN UMMAKTOP AHOEPCEHA
Complies with the requirements of the
LEAK RATE United States Pharmacopoeia
Complies
CKOPOCTbL YTEYKMK B cooTtBeTcTBUM C TpeGoBaHUAMM
®apmakonen CLUA
Complies with the requirements of British
PARTICULATE MATTER Pharmacopoeia
Not inspected
MEXAHUYECKUE BKITKOYEHNSA B cooTBeTCTBUM C TpeboBaHusIMU

BputaHckoit dpamakonen

Customer: GlaxoSmithKline Russia
. Rebeca Martin
QP Signature/ Date Qualified Person
Signature:

Registro Mercanlil de Burgos,
Tomo 473, Libro 264, Folic 143
Seccion 8 - Hoja BU-8891
Inscripeion 2

Suppler Code: 60000000002617 iyt

Batch: E84V P Industrial Allendeduero
Av. Extremadura, 3
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